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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 28 April 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-26 and 29-42 is/are pending in the application. 

4a) Of the above claim(s) 21,24-26,31 and 33-42 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1-20.22.23.29.30 and 32 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E| All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . Claims 1-26 and 29-42 are pending in the instant application. 

Election/Restrictions 

2. Applicant's election with traverse of Group I (claims 1-25, 29, 30, 32 and 34-40), and 

Species Of 1 X { 1' ", s l ! i ! i i : 

(structure below), in the reply filed on April 28, 2008 is acknowledged. 




The traversal is on the ground(s) that there is unity of invention between Groups I and II based 
on Annex B, section (e) of the Administrative Instructions Under PCT. The argument has been 
considered, however, it is not found persuasive. As noted in the restriction requirement dated 
April 11, 2008, there is not a special technical feature linking the inventions because the only 
commonality is a carbonyl group, which is widely taught in the prior art. 

The restriction requirement between Groups I and II is hereby made FINAL. 



3. Pursuant MPEP 1893.03 

"(Excerpts) 

Chsce the 2 ark il cage apphcauoa &a< beta takt& 
u 1 the n 1 1 ii seels m rhe amc 

maimer as. for a domestic application with the excep- 
tktas. that 

(A) the inters rii salffi as date 1 :i if appiopnatie. 
fee priority <fefe)< is the date to keep m mmd wfcea 
searching the prior art; aixi 

(B) aostv of iaveatko proceeds bs. isnder 37 C'FS 
1.475.' 



Application/Control Number: 10/551,557 
Art Unit: 1626 



Page 3 



37! Applications 

j ] ! i - < 1 i L | 

- ii- ;-i ei 1 i en i T j i eesne 

i_i . 1 J ll ll" I si" im I Ltlel i t in it 
gle L?en«a; iiive-ative concept u;idei PC 7 REife : < 1 
The isKcies ate as fcltea??: 
PJ 

Apc-ikaiit i-c 1-fCjiiijed. ;ii iepK to |jiiv sc;:xj<i. to eiec: .-: -sinale 

I 1 1 til l 1 i i-i i h 

iC T l jili 111- "0 i- 1 i1 ir " 1- It | 11- 1 1-11 - til* 

1 ' i Iff ssteet i soe mciud i n isn 
"iecjuesiiSy icide-ri Ait aiguiiiei;: tiiat a cla:m is ai.lc--v:-A]e ci tlLa? ;li 

II i r-u II 11 1 ^ II 1 ill 




iied to ii uWi i f u of un. so 1 ti ii j i -.i- 'hi.h i * 
■ .i:::~u m cjejissisfesit forsn or omenc-coc mrhidfi ill the inijitaTio-.i', 
of aia fdSoive-d geasiic -da.in ac picvided >jy i 7 CFR 1.141. If 
t 1 11 t iili 

aieieaiiask sspcii die elected specie;. IMPiP 5 &(;.?. CCis) 



the search and examination detailed in this office action was performed following the guidelines 
provided by MPEP 803.02 
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The elected compound was not allowable. The generic claims encompassing the elected 
compound were also not allowable. Furthermore, the non-elected species of 




= (D=chloro substituted phenyl; G=NH; E with W form pyrrolidinyl; 

Rl=OH; R2=H; X=-CONH; Y=phenylene; T=piperidine substituted with oxo) was anticipated 
by the prior art. 

Pursuant guidelines provided by MPEP 803.02, the provisional election of species was 
given effect and non-elected species were withdrawn from further consideration. 

4. Claims 21, 24-26, 31 and 33-42 withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected subject matter. Applicant timely traversed the 
restriction requirement in the response dated April 28, 2008. 

Priority 

5. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. 

Information Disclosure Statement 

6. The information disclosure statement (IDS) dated October 3, 2005 was filed in 
compliance with the provisions of 37 CFR 1.97 and 37 CFR 1.98. The IDS was considered. A 
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signed copy of form 1449 is enclosed herewith, 
considered because copies were not provided. 
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The lined-through references were not 



Claim Objections 

7. Claims 1-20, 22, 23, 29, 30 and 32 objected to for containing non-elected subject matter. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

8. Claims 1-20, 22, 23, 29, 30 rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for the preparation of compounds of Formula I, does not 
reasonably provide enablement for the preparation of solvates of the compounds of Formula I. 
The specification does not enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to practice the invention commensurate in scope with the claims. 

The standard for determining whether the specification meets the enablement requirement 
was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 U.S. 261, 270 (1916) 
which postured the question: is the experimentation needed to practice the invention undue or 
unreasonable? That standard is still the one to be applied. In re Wands, 858 F.2d 731, 737, 
8USPQ2s 1400, 1404 (Fed. Cir. 1988). MPEP 2164.01(a) states "There are many factors to be 
considered when determining whether there is sufficient evidence to support a determination that 
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a disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is undue". The factors are applied below to the instant claims. 

The breadth of the claims 

The claims are drawn to solvates of the compounds of Formula I. 

The state of the prior art/level of ordinary skill/level of predictability 

The state of the art for preparing polymorphs (including solvates) of a given compound is 

unpredictable (eg. see Chawla et al., p. 9, 1st and 2nd paragraphs): 

• The number or existence of solid forms cannot be predicted. 

• The more diligently any system is studied the larger the number of polymorphs 

discovered 

• It is not commonly known in the art, or predictable, how different solid forms are 
made (Newman et al., p. 898, 2 nd column, last paragraph). 

The amount of direction provided by the inventor/existence of working examples 
No direction or working examples. 

The quantity of experimentation needed to make or use the invention 
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MPEP 2164.01(a) states: 

There are many factors to be considered when 

f i i i j ~ 1 bei there c tiffkient e dence « 
suppon a determination that a disclosure does not sat- 
isfy the enablement requirement and whether any nec- 
essary experimentation is "undue" These factors, 
include, but are not limited to; 

(A) The breadth < >f the :1 mm 

(B) The na ture of the invention; 

(C) The slate of the prior an; 

(D) The level of one of ordinary skill; 

(E) The level of predict ability in the art: 

(F) The smotmt of hre ion pro"' led V tie 
inventor; 

! G) TV existence c : 11 s 1 1- big e? amples and 

(H)'Tlie quantity of experimentation needed to 
snake or use the invention based on the content of the 
disclosure. 

Based on the evidence regarding each of the above factors (see discussion above), the 
specification, at the time the application was filed, would not have taught one of ordinary 
skill in the art how to practice the claimed invention without undue experimentation. 

The instant claims prima facie lack enablement. 

Claim Rejections - 35 USC 112 2 nd Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

9. Claims 1-20, 22, 23, 29, 30 rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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The claim is drawn to "derivative" of a compound of Formula I. The term "derivative" 
has an art recognized definition of "compounds obtained from another compound by a simple 
chemical process or an organic compound containing a structural radical similar to that from 
which it is derived" (Hackh's chemical dictionary, 1972). 

In view of the above, the terms "derivative" render the claim indefinite because the metes 
and bounds cannot be ascertained. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(c) the invention was described in (1) an application for patent, published under section 122(b), 
by another filed in the United States before the invention by the applicant for patent or (2) a 
patent granted on an application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international application tiled under the treaty 
defined in section 35 1(a) shall have the effects for purposes of this subsection of an application 
filed in the United States only if the international application designated the United States and 
was published under Article 21(2) of such freaty in the English language. 

10. Claims 1-15, 17, 29, 30 and 32 rejected under 35 U.S.C. 102(e) as being anticipated by 
Bigge et al. (US 2003/0162787, pg. 86, compound of Example 29). The reference teaches the 
compound shown in Section 3 as an agent for the treatment of thrombotic disorders. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
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harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321 (c) or 1 .32 1 (d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

1 1 . Claims 1 1 1-20, 22, 23, 29, 30 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 40-49 of copending 
Application No. 11/575,711. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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The claims in US 1 1/575,71 1 are drawn to medicament comprising the instantly elected 
compound. Thus, the claims in US 1 1/575,71 1 anticipate the instant election. 

Conclusion 

12. No claims allowed. 

1 3 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sun Jae Y. Loewe whose telephone number is (571) 272-9074. 
The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sun Jae Y. Loewe, Ph.D./ 
5-22-2008 

/Kamal A Saeed, Ph.D./ 
Primary Examiner, Art Unit 1626 



